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after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 1 33). 
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DETAILED ACTION 

This Action is in response to the amendment filed on 10/5/2007. Claim 1 has been 
amended. Currently, claims 1-3, 6-8, and 1 1 are pending in the instant application. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-3, 6-8, and 1 1 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Blacker et al. (US 6,929,003). 

Regarding claims 1 and 11, Blacker et al. discloses a nebulizer apparatus with a nebulizer 
ampoule for therapeutic applications comprising a mouthpiece (18), a distributing element (24 
and associated components discussed below) physically separate from an activation element (64, 
301, 31 1) capable of activating nebulization, the distribution element comprises a nozzle (24) for 
introducing a primary flow (22), a coating body (32) inserted on the nozzle and forming a 
channel (35) for conveying a medical product from a tank (80) to a nebulization area, and a 
secondary channel (56) for introducing a secondary flow being drawn in from the environment 
(see Figure 8) for refining the nebulization of the product and includes portions (70) defining 
extensions of lateral walls (66) of the secondary channel (see Figure 3) 
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Regarding claim 2, because the entire coating body can be integrally formed (column 4, 
lines 63-65), the portions (70) consist of a ring connected to the coating body (32) by means of 
supporting elements (40), and the ring is positioned in correspondence with lower ends of the 
lateral walls (66) (see Figure 3). The lateral walls together with the ring would constitute a 
means for selecting particles having predetermined diameters (see Figure 8 where particles with 
appropriate predetermined diameters would get caught in the secondary air stream for inhalation 
and particles that are too large would appear to fall back into the tank). 

Regarding claim 3, Blacker et al. discloses a manually-activated embodiment (Figure 11) 
in which the activation element (31 1) has a portion (346) having a substantially circular cross 
section (in all shown embodiments of Blacker et al. the device is generally circular) with a flat 
end and is superimposed to the nozzle (24) at a pre-set distance from an outlet thereof (see 
Figure 11). 

Regarding claim 6, as seen in Figure 8, the secondary channel is coaxial to the distributor 
element. 

Regarding claim 7, depending on which elements are considered the activator element 
and the secondary channel, they can be said to be made of a single piece. For example, if 301 is 
considered the activator element, then air inlet 356 can be considered part of the secondary 
channel made as a single piece with the activator element (see Figure 11). 

Regarding claim 8, the arms (40) can be considered part of the secondary channel lateral 
walls that extend below a plane of generation of nebulization (see Figure 8 where the lowest 
most portions of the arms (40) extend below the outlet (36) of the nozzle (24)). 
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Response to Arguments 
Applicant's arguments with respect to claims 1-3, 6-8 5 and 1 1 have been considered but 
are moot in view of the new ground(s) of rejection. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kristen C. Matter whose telephone number is (571) 272-5270. 
The examiner can normally be reached on Monday - Friday 9-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571) 272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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